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Rep. Collins: No, no. An accredited investor is an SEC term. That is a U.S. securities thing 1 

that allows you – private placement is a U.S. term probably everywhere, but 2 

within the U.S. security laws, private placement to accredited investors is 3 

recognized as a high risk potentially high risk, non-regulated offering, but to 4 

folks who are sophisticated, high net worth and alike.  5 

Paul Solis: I’ll direct you to the second to last paragraph, “feedback from the doctors 6 

treating the patients is exactly what we expected, including the 7 
compassionate patients in New Zealand.” First of all, “feedback from the 8 

doctors,” is this information coming from – we discussed this before, it’s 9 

coming from this woman at Innate who –  10 

Rep. Collins: Yes, Irene. 11 

Paul Solis: Or is there any other type of information that you’re getting specifically from 12 

doctors yourself? 13 

Rep. Collins: Oh, no.  14 

Paul Solis: In the second part there it say, “Including the compassionate patients in New 15 

Zealand.” Is there some type of feedback you’re getting from doctors that is 16 

distinct or separate from the compassionate patient information you’re 17 

receiving? 18 

Rep. Collins: No. Same group. 19 

Paul Solis: You used the word, “including.” And so I’m wondering if there’s a larger set 20 

of doctors – 21 

Mark Braden: I would’ve thought there was a difference between the New Zealand and 22 

Australian, but…  23 

Paul Solis: No, no, no. Everything was – I can only say we had – we’ve had people at 5/6 24 

years and they came in with different things, different times. They were all 25 

in a compassionate – and I don’t know exactly why I would use that, but 26 

there was certainly no information related at trial, because there was none 27 

that we had.  28 

Jeff Brown: Do you remember roughly when the New Zealand – you said there two 29 

separate sites in New Zealand, do you remember around the time you 30 

moved over to New Zealand?  31 

Rep. Collins: No, we’d always been in New Zealand. That’s where the trial was 32 

run.  33 

Jeff Brown: You said you tried to do the 40% or you tried to do the –  34 

Rep. Collins: 100% Australian to get the 40% rebate. But the 2A trial –  35 

Jeff Brown: [Crosstalk inaudible] 2A compassionate care in New Zealand? 36 

Rep. Collins: Alright, the 2A trial official 2A trial was run in New Zealand and only in New 37 

Zealand. And it was run at 2-3-4 trial sites at 100%. Meanwhile, 38 
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compassionate patients are treated one often at their doctor’s office. It’s not 1 

a trial. You got three patients and you got two and you got one…fine, here’s 2 

the drug, no charge. The – so then when we went to Australia to get the 40% 3 

and the public offering you’d see all that and we’d just, they bombed. I mean 4 

you can see from these emails, one delay after another after another, after 5 

another. We finally threw our hands up and said, “Well, we had the 2A sites. 6 

They know the drug, they know the protocol; they know everything. Let’s 7 

just knock it off and sure enough, within weeks, we got them set up – they’ve 8 

already gone through their ethics board for the 2A so it was…we just 9 

forfeited the 40% rebate. Not that that didn’t matter because it did. But at 10 

some point time is of the essence. 11 

Paul Solis: This was also not an email that was produced from you or your attorneys. 12 

Do you know why this email specifically wasn’t –  13 

Rep. Collins: Because it would’ve been deleted the day I wrote it.  14 

Paul Solis: Alright. This was from a production provided by your attorneys. This is –  15 

Rep. Collins: They found something, huh.  16 

Paul Solis: This is marked for us THCC_0826 although it shares the same bates number, 17 

OCE-00826. Now, it doesn’t appear to be that you are the author of this 18 

email, but I nonetheless wanted to ask you about it. But go ahead and take a 19 

look.  20 

Mark Braden: So you’re going to ask him about an email that he didn’t either author or 21 

receive a copy of?  22 

Paul Solis: I am. I am going to.  23 

Rep. Collins: Which is true. This is the first time I’ve seen it. Kind of a strangely worded 24 

email. Oh goodness. So this was December ’15, okay.  25 

Paul Solis: So this email is from Michael Hook to Bob Crine.  26 

Rep. Collins: Yes. 27 

Paul Solis: Who is Bob Crine? Do you know who that is? 28 

Rep. Collins: Golfing buddy in Marco Island.  29 

Paul Solis: On Marco Island? He’s your friend? 30 

Rep. Collins: No, he’s Hook’s. I’ve met him through Hook. I do play golf with him. 31 

Paul Solis: How long have you known him? 32 

Rep. Collins: Let’s see I’ve been in Marco Island…been in Marco Island 8 years? 7 years? 6 33 

or 7 years. Yeah, I golf with Hook and all of his buddies. 34 

Paul Solis: And this is Michael Hook? 35 

Rep. Collins: Yeah. 36 
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Paul Solis: He’s currently your chief of staff? 1 

Rep. Collins: Yes, he is.  2 

Paul Solis: When this email was written in December 9, 2015, was he your chief of staff 3 

at that point? 4 

Rep. Collins: No. Let me think…boy, you get older, the years fly by and…he became my 5 

chief in the middle of ’15. So yes, he was my chief then.  6 

Paul Solis: Okay. 7 

Rep. Collins: Had been for a few months.  8 

Paul Solis: I’m going to try to ask you questions that are only based on knowledge you 9 

might have. Understanding that you did not write this email, but if you look 10 

at the bottom of this paragraph, Mr. Hook writes, “compassionate trails –,” I 11 

assumed he meant trials, “secondary progressive MS drug (which the 12 

company gets info day by day) continues to go well.” Do you know how Mr. 13 

Hook would’ve had that information? 14 

Rep. Collins: Well I’m sure he read it either from one of my updates or asking me – I 15 

wasn’t bashful if people would say to me, “How are things going?” I’d say, 16 

“Good.” 17 

Mark Braden: Isn’t that what those emails that the last three emails [crosstalk inaudible]… 18 

Rep. Collins: Yeah. 19 

Paul Solis: So –  20 

Mark Braden: [crosstalk inaudible] Michael Hook’s on those emails receiving that exact 21 

information.  22 

Paul Solis: So – 23 

Rep. Collins: Yeah, it’s consistent with –  24 

Paul Solis: I’ll just ask my question. 25 

Rep. Collins: Sure.  26 

Paul Solis: So, particularly in December of 2015, do you recall any conversations you 27 

might’ve had specifically with Mr. Hook, apart from these emails with other 28 

individuals, where you would’ve talked about how the drug was operating? 29 

Rep. Collins: Nothing in particular, no. 30 

Paul Solis: Would you ever talk to Mr. Hook about the compassionate trials, apart from 31 

the emails that I just showed you, where he was one amongst many 32 

recipients? 33 

Rep. Collins: Could be. I mean, I’ve never been bashful of anyone who would ask me 34 

anything about the company. Including fellow members of Congress or a 35 
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person in the grocery store. The compassionate data has been one of the 1 

most compelling, even though it’s anecdotal, data that we’ve had to have the 2 

confidence that I have, which is why I’m so frickin’ all in on this thing. And 3 

others would consider that even though it’s not scientific. Certainly, 4 

something that would give you confidence and it’s pretty unusual to have 5 

this kind of data. And again, it was not insider information or – it was widely 6 

disclosed and dispersed, but – 7 

Paul Solis: What do you mean by wildly disclosed and dispersed?  8 

Rep. Collins: It was talked about on a regular basis and even you know Simon would put a 9 

presentation on in San Diego or San Francisco, I mean it was always part of 10 

the slide deck of what’s going on with our trial and the fact that we have 11 

these compassionate – it’s just always been front and center of any and all 12 

presentations, materials and private placements – it’s quite compelling 13 

actually.  14 

Paul Solis: Given that’s probably some private information that some of the patients are 15 

you know – would have concerning their health and the treatments that are 16 

given to them, did the company – did Innate have any sort of confidentiality 17 

policy about that type of information that was being received from their 18 

treatments in the compassionate program? Was there a –  19 

Rep. Collins: Blinding or something? 20 

Paul Solis: Something or... you know, confidentiality of their names or personally 21 

identifiable information, anything like that? 22 

Rep. Collins: I do not know the answer to that, but the answer is everyone understands 23 

confidentiality. Whether it’s the U.S. or any other developed country at any 24 

rate and no one would … ever release particular patient info.  25 

Paul Solis: Do you know – was there anything written, company policy about that? 26 

Rep. Collins: I don’t know.  27 

Paul Solis: Okay. We’ll move onto a new email. Slowly getting through this. 28 

Rep. Collins: That’s alright.  29 

Paul Solis: I think we’ll be finishing up pretty soon.  30 

Rep. Collins: My tomato soups waiting for me. It’s still in the can. My wife –  31 

Mark Braden: Gourmet – 32 

Rep. Collins: See I live alone. My wife comes down like 4 times a year for the first lady’s 33 

lunch, for the White House correspondence dinner, couple of things like that. 34 

She’s just always like, “so you got tuna fish and tomato soup.” Because I eat 35 

out most nights doing fundraising and stuff. Yeah you know what, if you’re 36 

watching – if you’re eating out too much when you go to Capitol Grill and 37 
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you drink too much, then when you’re on your own, you have water and 1 

tomato soup and crackers. Microwave 1.3 – 1.5 minutes. 2 

Mark Braden: Another power dinner in D.C. 3 

Paul Solis: This is TAM – 4 

Rep. Collins: But I don’t live in my office.  5 

Mark Braden: That’s good. That’s a good starting point.  6 

Paul Solis:  This is TAM_0180.  7 

Mark Braden: Safe to say that you didn’t get it from us? 8 

Paul Solis: This did not come from your production. 9 

Rep. Collins: That’s correct but it’s to my normal group.  10 

Mark Braden: Okay we can save one question.  11 

Paul Solis: Probably still going to ask.  12 

Rep. Collins: This is December 16, ’15. We just kept – we’re going to have all of them by 13 

January 31. Came in April 19th. You’re reminding me of how this thing just 14 

kept dragging and dragging and dragging.  15 

Mark Braden: Well this is the perfect explanation as to why people who don’t understand 16 

how expensive it is to produce drugs. Just read these emails and it becomes 17 

clear to you as to why it’s brutally expensive. 18 

Rep. Collins: Yeah.  19 

Mark. Braden: This has been dancing for a long time.  20 

Rep. Collins: Sure has. Yeah that was a bad day. Okay. Fire away. 21 

Paul Solis: Alright. So the first paragraph there, you talk about the 12 compassionate 22 

patients in New Zealand that, “we monitor every month as a proxy for the 23 

trial participants.” And then you say, “No surprises.” Are these 12 24 

compassionate patients here you’re referring to, is this the group of people 25 

in New Zealand that you’re receiving information on? 26 

Rep. Collins: That’s right. That Irene is monitoring and reporting back to the board. 27 

Paul Solis: Alright. And then you say, “We have opened a trial site in New Zealand to 28 

complete the 90 patient recruitment.” Is this then the phase 2B trial?  29 

Rep. Collins: Yup. This is where we got frustrated with Australians and said enough is 30 

enough. 31 

Paul Solis: The third paragraph, “We continue to talk to big pharma.” So, I think I know, 32 

but I’d like to hear from you. What is big pharma? 33 
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Rep. Collins: Big pharma would be the 14 people like Teva and Pfizer and Novartis and 1 

Celgene and Biogenetics, who are in the neurological space with relapsing 2 

remitting drugs, the average one which is generating about a billion dollars a 3 

year. So 12-14 billion dollars of revenue across 14 or so relapsing or 4 

remitting MS drugs, who have been monitoring what we’ve been doing for 5 

years. But they’ve de-risked how they bring drugs to market and their 6 

investment point is at the end of the 2B. They used to in the old days – and 7 

we did talk to Merck Serono about buying it at the end of the 2A. We 8 

aggressively tried to sell the company then and not even go public and 9 

almost got it done. And then their board blew up and people got fired and 10 

we had to go it alone into 2B.  11 

Paul Solis: When you say, “we,” in that paragraph there, in that sentence, what do you 12 

mean – who do you mean by, “we?”  13 

Rep. Collins: I mean Innate. I’m speaking for Innate. 14 

Paul Solis: That was going to be a question I had. These series of emails that I’m 15 

showing you - where you email this group of people you know – 16 

Rep. Collins: Yeah you can substitute, “we” for “Innate has opened a trial site”, “Innate 17 

continues to talk to big pharma”, “Innate is looking for –,” so I would 18 

represent myself as a board member and the largest investor as the, “we,” 19 

meaning Innate. 20 

Paul Solis: Would the board of Innate know you’re emailing these individuals in all 21 

these emails I’m showing you? Would they know about that? 22 

Rep. Collins: No. 23 

Paul Solis: You would just take that upon yourself to email them? 24 

Rep. Collins: Mhmm (affirmative.) 25 

Paul Solis; Would you ever share with the board the type of information that you’re 26 

sending to these people? 27 

Rep. Collins: No. 28 

Paul Solis: Okay. The next paragraph it says, “We’re already looking at commercial 29 

production of MIS416.” What do you mean by “commercial production”? 30 

Rep. Collins: Well, we are GMP, good manufacturing production compliant, GMP 31 

compliant for the 90 - which turned out to be 93 - patients in the 2B trial. 32 

Kind of like make it in this room and full GMP compliance, but if you’re going 33 

to –  34 

Paul Solis: What is GMP? 35 

Rep. Collins: Good manufacturing practice. 36 

Paul Solis: Sorry.  37 
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Rep. Collins: It’s a terminology of – and it crosses borders so FDA uses same term. If 1 

you’re going to – instead of treating 90 patients, you’re going to treat 50,000 2 

patients well you need a whole different rule. We’re not making that in our 3 

little garage in New Zealand. There’s been ongoing efforts now for some time, 4 

big pharma said to Innate, “we’re watching you. We’re watching you. We like 5 

what we’re hearing. If there’s anything you can do to de-risk our investment 6 

by getting and finding a commercial manufacturing facility that could make 7 

drugs for 50,000 people and meet the sterility requirements.” See, we’re not 8 

a pill. We’re not something that you make and sterilize, we’re biologic. And 9 

it’s very tricky to guarantee sterility for large quantities and right now, we 10 

use animal proteins as part of ours and that’s a no-no in some – we use … 11 

bovine calf blood as the growth media. That’s a real no-no with a lot of 12 

pharmaceuticals. They don’t want animal I think contamination or whatever 13 

– anywhere near their stuff. So we had to really do a worldwide search to 14 

find facilities and go look at changing our – the feed for our bacteria and we 15 

were – that was part of our fundraising, is to raise the money with pharma 16 

saying, “I’ll tell you right now, every buck you spend on moving the 17 

manufacturing process along, will be paying you a dividend tenfold. If you’re 18 

thinking you don’t want to raise the money because you don’t want to raise 19 

the money, we would encourage you to raise the money because when you 20 
line us up, the further along you are at identifying a bulk, commercial 21 

manufacturing source that meets sterility, the happier we’re going to be.” So 22 

that was part of the fundraising to raise money to move that forward. 23 

Paul Solis: You’ve talked about talking with big pharma, so … would the board have 24 

meetings with representatives of pharmaceuticals? 25 

Rep. Collins: No, Simon.  26 

Paul Solis: Simon would? 27 

Rep. Collins: Yeah, he met with them on a regular basis and we also had a business 28 

development manager, blanking, but her … was it Janine? Her total goal was 29 

to be in constant contact with big pharma and to present to the board 30 

updates of discussions, updates of concerns, potential competitive drugs, 31 

because there were other drugs for secondary progressive MS; they’ve all 32 

failed, but at various points there were some in phase 3 trials that failed.  33 

Paul Solis: Were you ever present during any of the meetings with Simon and any 34 
executives or –  35 

Rep. Collins: No. they were as he pointed out, typically out in San Francisco. I’ve never 36 

attended that conference.  37 

Paul Solis: Okay well outside of San Francisco? Anywhere you attended a meeting with 38 

Simon and representatives of a pharmaceutical company? 39 

Rep. Collins: No.  40 

17-3509_000037



Transcript of Interview of Representative Collins 
June 5, 2017 

Page 37 of 60 
 

Paul Solis: About how far back, to your knowledge – as you can recall, was Simon taking 1 

meetings with representatives of pharmaceutical companies? Do you know 2 

how far back? 3 

Rep. Collins: Oh yeah, way back in the early 2A stages. He wanted to – we wanted to sell 4 

the company at the end of the 2A trial. And the 2A trial was back in the 2010 5 

time frame. And yeah, he – I’m sure he’s been talking to big pharma for 10 6 

years. 8 to 10 years. 7 

Paul Solis: You’ll notice on the subject -  8 

Rep. Collins: Oh by the way, one them is our biggest investors, so there you go. Merck 9 

Serono was one of the biggest investors in our company. Merck Serono the 10 

pharmaceutical company funded something called the United States fast 11 

forward fund. And that fund was Merck Serono’s money going in for them to 12 

invest through grants into companies working in the MS space, which there’s 13 

just been this dire need, so like … 10 plus years ago, Innate applied for it was 14 

awarded $5,000 grant from the fast forward fund – the United State fast 15 

forward fund. It’s not part of the United States government. Funded entirely 16 

by Merck Serono. Merck Serono got stock options as a result. Yeah it was 17 

Mark that got it, not fast forward fun. So the day came when we went public, 18 

we had to get rid of all the options. So Merck Serono cashed in their options 19 

for one penny a share and became one of our larger shareholders as part of 20 
it. They were the ones that almost bought the company and they also had a 21 

right of a first refusal at any time the company would be sold, Merck Serono 22 

could match at the price and snatch the company. It was just like the football 23 

player – that’s not always a good thing for the management to have. Merck 24 

Serono triggered that. In like – right as we were ending the 2A trial, Merck 25 

Serono triggered the takeover option or right that they have as part of their 26 

investment through the fast forward options. And that was when we were 27 

this close to selling the company and they have their management shakeup 28 

and the board came back and said we’re not going to move forward. But the 29 

good news for us was that was – that could only be triggered once and they 30 

triggered it. Damn phone – I keep putting it …it’s on vibrate, but… Anyway. 31 

The best news for us was – the bad news was they didn’t buy us, the good 32 

news was that the right they had, the right of first refusal was gone. They 33 

could never exercise it again. 34 

Paul Solis: When did that happen?  35 

Rep. Collins: It was right after the 2A so that would’ve been back in ’12, ’11-’12 and 36 

something in that timeframe and you know, that’s when we had to go out 37 

and raise the money and do the 2B trial ourselves. 38 

Paul Solis: You’ll notice on that email right there, the subject says, “updated investor 39 

facts sheet,” and then there’s an attachment. I’ll show you –  40 

Rep. Collins: Yeah, show me that. I don’t know what it is, but I guess you’re about to share 41 

that with me.  42 
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Jeff Brown: Before we jump down on that one, I just –  1 

Rep. Collins: Yeah, go ahead. 2 

Jeff Brown: Had one quick question. If you look in paragraph one, you said, “65 patients 3 

are in the trial,” – 4 

Rep. Collins: Yup. 5 

Jeff Brown: And then in paragraph two it says, “We got about 93 patients now identified.” 6 

How are you getting information regarding enrollment in the trial?  7 

Rep. Collins: From Simon at our board meetings. 8 

Jeff Brown: Okay. And you know you talked a little bit about the confidential nature of 9 

the trial, but I take it that enrollment is not confidential, obviously you guys 10 

need to know those sorts of things?  11 

Rep. Collins: No. It’s just pure numbers.  12 

Jeff Brown: Okay. 13 

Rep. Collins: Yeah. The key being getting those damn 90 people in.  14 

Paul Solis: Enrollment is different than actually starting to administer the drug?  15 

Rep. Collins: Yeah, because see, everyone’s got to – their systems got to be clean of any 16 

drug for 90 days. So, these would be – this would be a neurologists or a 17 

clinical site identifying potential 6 patients, but then we would run tests on 18 

them for and do background checks and probably got about 80% of them in, 19 

but there would be some that we have some strict protocols that would 20 

wash them out. But then you had to usually wait 90 days for their systems to 21 

clear of any relapsing remitting drugs they’re on. So it was never an exact, 22 

but in that estimate. 23 

Jeff Brown: And then how does Innate you know publicize, “Here’s where we are with 24 

enrollment, here’s where we got them?” 25 

Rep. Collins: Much of it would be on the website, sometimes it could be a presentation 26 

slide deck that Simon would use. He was talking with pharmaceutical 27 

companies; it was never treated as anything really confidential. The key 28 

wasn’t so much that there’s 63 in, it’s like when is that goddamn last person 29 

getting in. And that’s what you saw kept moving. So all our estimates were 30 

wrong. We kept saying it would be June, then we would say it would be 31 

August, then we’d say it was November, then we’d say it’s in February, and 32 

then it would end up in April, so the disappointment was we missed every 33 

projection.  34 

Paul Solis: So attached to that email I just showed you is this – that’s the fact sheet. And 35 

this is numbered TAM_0181 and 0182. Again, it was attached to this email 36 

you had sent on December 16th, 2015. And if you’ll notice in parenthesis in 37 

the bottom right corner, it says, “16th-December-2015.” 38 
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Rep. Collins: Okay. 1 

Paul Solis: What – you know, it’s named, “Fact sheet- updated investor fact sheet,” are 2 

you familiar with an investor fact sheet? What is it and how is it used? 3 

Rep. Collins: Oh, yeah. This would be something that would’ve been on our website. As a 4 

public company, you got to provide all kinds of timely information. You don’t’ 5 

keep anything in your back pocket. So this would be – and I’m sure there’s 6 

many of them, I haven’t looked at the website in a long time, but this 7 

would’ve been under the investor information section, I would expect of 8 

what’s going on, just keeping the market appraised and potential investors 9 

and shareholders of what’s going on to keep them up to date. 10 

Paul Solis: Would you take part in the development of this document?  11 

Rep. Collins: No.  12 

Paul Solis: Who would create this? 13 

Rep. Collins: Simon and his team. 14 

Paul Solis: Would the board ever see this to approve it at all? 15 

Rep. Collins: No. I can’t speak for Mike Quinn. Mike Quinn is the chairman – is quite 16 

involved. The rest of the board, well, there’s also some employees in the 17 

company that are on the board. I’m probably the least involved because I’m 18 

in the United States and whatever, I think – so, I’ve had no involvement. This 19 

would’ve been a work product of Simon and I would have expected that 20 

other members of the board who are either the chairman or employed by – 21 

because there’s some data here that you know others would have had input 22 

on. 23 

Paul Solis: How would you have received this in order to the send it to the group of 24 

people in that email? 25 

Rep. Collins: Off the website.  26 

Paul Solis: So, it wouldn’t have come from Simon or another employee at Innate? You 27 

would’ve taken this from the website and sent it to these people? 28 

Rep. Collins: I might’ve taken it out of the website. I might’ve gotten it as part of our board 29 

papers. I can’t speak to exactly – I don’t know exactly how I got it, but I 30 

thought it was – looking at a great summary for me to share with all the 31 

shareholders. 32 

Paul Solis: And then this is actually something I pulled and I think it’s currently – 33 

Mark Braden: That’s up on the website? 34 

Paul Solis: Yeah.  35 

Rep. Collins: Looks pretty similar. 36 
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Rep. Collins: No, no. Well, the discount was…the .18 cents and .25 cents was a slight 1 

discount to the closing share price of the prior 30 days which you do with 2 

private placements, otherwise some of these go on the market and for stock, 3 

there was thinly traded you know, 20 grand a day trade and you’re trying to 4 

raise 5 million bucks, you got to get people to pony up. They expected that’s 5 

tradition. That’s how all private placements work and so this whole idea of a 6 

6% fee or a discount in line was…that never occurred. That was a thought, 7 

but didn’t occur. 8 

Paul Solis: Was there another private placement offering also that summer in 2016 or 9 

was this the only one? 10 

Rep. Collins: Yeah because this one – there was people, like I said, who missed the 11 

deadline. The paperwork finally came out and said you got to have your 12 

paperwork in by 5PM, June whatever. And that’s when I chased down my 13 

friend Paul, who was the procrastinator and I said, “Paul, where’s your – I 14 

just found out you’re not in here.” And some folks overheard my 15 

conversation and said well what are you guys talking about? And I said, 16 

“Well, Innate’s doing another offering and Paul as usual is late in getting in 17 

stuff.” 18 

Paul Solis: And who is Innate Investor 2? 19 

Rep. Collins: He was my finance chair on my committee, but he was one of my original 20 

investors in ’05. 21 

Paul Solis: What’s his last name? 22 

Rep. Collins: Harder. And I was a big investor in his company, which was sold to Ford. So 23 

he and I go back to YPO, Young President’s Organization, 35 years ago. And I 24 

was just the chairman and so he’s personal good friend and we’d been fellow 25 

investors in each other’s companies over the years and I think I’ve made him 26 

more money than me, but we’ve done pretty well. And, so he’s been one of 27 

those that’s been on every round. He’s always done it and –  28 

Paul Solis: And you know, I see Mr. Hook’s name here. Did he take part in this round of 29 

private placement offering? 30 

Rep. Collins: Yes.  31 

Paul Solis: Did any other congressional staff members of yours take part? 32 

Rep. Collins: No. He’d be…he would be the only accredited investor. I don’t pay my staff 33 

enough to qualify.  34 

Paul Solis: And, is Secretary Price listed on this? I don’t see his name. Do you know – did 35 

you send him an email about this?  36 

Rep. Collins: No.  37 

Paul Solis: I guess I – 38 
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Rep. Collins: No, no. because he wasn’t a … I did not know he had at one point bought 1 

stock on his own. He never shared that with me. And because he wasn’t a 2 

part of this, no he never got this email.  3 

Paul Solis: So then, walk me through how it came to be that Secretary Price became 4 

aware of the private placement offering and you know, how it all went down.  5 

Rep. Collins: Sure, well unbeknownst to me, Tom had purchased stock in the – again, I 6 

talked to everybody about it. Tom was the only one that I know, pretty sure 7 

he was the only one, who after a conversation at dinner or something else, 8 

we’re sitting on the House floor, went home and did some research. Looked 9 

up Innate because it’s a public company and was like, “I kind of like this.” 10 

And unbeknownst to me, I think I even read in the paper, he bought some 11 

stock – not a lot, in 2015. Which then put it on his radar. Went and invested 12 

money – even though he never shared that with me.  13 

Paul Solis: Now if I could just stop you, when you said after a conversation on the House 14 

floor, does that mean a conversation between you and him on the House 15 

floor about Innate?  16 

Rep. Collins: Oh, sure.  17 

Paul Solis: Okay. 18 

Rep. Collins: I mean I – again, when we’re sitting on the House floor, killing time during a 19 

motion to recommit, we talk about our kids, and we talk about our vacations 20 
and we talk about…the New York Yankees, in my case, my companies. Oh, 21 

yeah. So general conversation where if you look at what we’re watching on 22 

C-SPAN, nobody sits in their assigned seats and nobody’s paying attention. 23 

They all got their phones out and they’re emailing. That’s just what happens. 24 

So yeah, it would’ve been a discussion. It could’ve been elsewhere, it 25 

could’ve been at a dinner, but primarily Tom and I, you know we’d sit down 26 

next to each other on the House floor and chat and so I would’ve …he 27 

would’ve asked about the company and I can’t tell you the total context 28 

because I can’t remember but, somehow it would’ve been yeah, we’re doing 29 

one last offering. And at which point, he said, “I’d like to consider 30 

participating. Can you get me the documents?” He’s a sophisticated guy. He 31 

knows how private placements go. I said, sure. Write your name down, I’ll 32 

have Simon get it to you.  33 

Paul Solis: Okay and that’s in relation to this specific placement? 34 

Rep. Collins: Yes. 35 

Paul Solis: So he had – so you… just so I can recount what you just told me. If I get it 36 

wrong, you can tell me. You’ve probably had some conversation initially 37 

about the company. He then took it upon himself to do some research, make 38 

a purchase. And then you had an additional conversation about the private 39 

placement in 2016.  40 
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Rep. Collins: Yes. In one context or another as, again you just all about things, how are 1 

things going with Innate. I’d say things are going pretty good. We like what’s 2 

going on, blah, blah, blah and I’d say, you know, we’re doing one last 3 

fundraising and which then, “oh, really?” I said yup. We finally see the end. 4 

The last patient’s in, we know how much money we need to stay alive. We 5 

want to have a little cushion. We’re going to raise 4-5 million bucks. And he 6 

would’ve then said something along the lines of, “Gee I’d like to take a look at 7 

that.” 8 

Paul Solis: And was that a specific conversation you had around this time in June of 9 

2016? 10 

Rep. Collins: It would’ve been, sure. 11 

Paul Solis: Where were you when you had that conversation? 12 

Rep. Collins: Probably on the House floor. 13 

Paul Solis: You said probably, is there something else coming to mind? Somewhere else 14 

you might’ve had the conversation with him? 15 

Rep. Collins: I mean we all see each other all over the place. I mean it could’ve been over 16 

at the Capitol Hill club, at a main street partnership, you know, breakfast 17 

meeting at …I mean, I would say most members of Congress, 90% of their 18 

interactions is on the House floor. Because otherwise, we’re busy with 19 

meetings in our office or we have hearing; how our days go; or we’re 20 
fundraising…so I’d say it’s a safe bet, about 90% of our, “How are you doing? 21 

How’s the family? When are you getting married? Where’s your venue?” 22 

that’s the general chitchat on the House floor. You voted and the clocks 23 

ticking, you got to wait 5 minutes to get to the next vote.  24 

Paul Solis: And then he did end up taking part in the –  25 

Rep. Collins: Yes he did. He got the booklet and made his own decision. I never talked to 26 

him about it; in fact did not know what he subscribed to until after the fact. 27 

Paul Solis: Was the eligibility for this private placement at all restricted by people who 28 

had previously taken part in the private placement?  29 

Rep. Collins: No. 30 

Paul Solis: No?  31 

Rep. Collins: We had at least 8 or 10 new members – not new members. Every time we 32 

did an offering, we’d let new people in. Because we never, we always wanted 33 

more money not less. This was no exception to that. 34 

Paul Solis: And I only ask that because I you know, I had seen some press reports about 35 

something to the effect of there could have been a restriction based on 36 

previous engagement in a private placement as a restrictor, but that’s – so is 37 

it safe to say it’s pretty much open to anybody as long as they were 38 

considered an accredited, sophisticated investor? 39 
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Rep. Collins: That’s correct. And knew about it and since this was not widely publicized, 1 

with maybe one exception pretty much all the other folks were people I 2 

knew because that makes sense. I knew about 8 new folks came on this. 3 

Paul Solis: So, hypothetically if somebody on that list knew somebody who was a 4 

sophisticated investor, you didn’t know them, but again, they had a 5 

connection to one of those recipients, called you up and said, “I’d like to take 6 

part.” 7 

Rep. Collins: I think there were one or two of them. Oh yeah, for sure. We were always 8 

looking – you always want more not less. 9 

Paul Solis: I think it’s really all I have on that. Jeff, did you have any questions about that? 10 

Jeff Brown: I did want to come back to just one question. You were talking about the 11 

videos with the compassionate care patients. What’s the, you know, what’s 12 

the point of putting those up on the website from you know marketing 13 

perspective? Or, it’s not really marketing – 14 

Rep. Collins: It’s gold. The real person on the drug saying I no longer consider suicide and 15 

I now work in the garden or the one, the funniest one, the guy who said, “I 16 

had to have – they geared down my wheelchair because my hand 17 

coordination, even though I was doing it and now they’ve sped up my 18 

wheelchair because” –  19 

Jeff Brown: I guess sort of, to rephrase that. Are the, is big pharma going to check out 20 
these videos?  21 

Rep. Collins: No. Has zero value to selling the company. Zero. Big pharma, they’re 22 

sophisticated, they’re going got look at the market place at some point in the 23 

next 60 or 90 days to have some access to at least our top line data, the 24 

comparison of placebo patients to patients that are on it. Everything that 25 

pharma will do is going to be their individual decision company by company, 26 

guessing the market place, looking at the potential of accelerated approval 27 

versus phase 3, any data we give them; they’re going to do their internal 28 

analysis and say… 29 

Jeff Brown: And if they’re the end goal though, is – are the videos like a recruiting pitch 30 

for others to join the trial?  31 

Rep. Collins: Yes. Yeah we were sucking wind on recruiting patients under the trial.  32 

Paul Solis: Well –  33 

Jeff Brown: Before we move on, I’ve got to use the restroom. If you guys want to keep 34 

moving – 35 

Mark Braden: How much more do we have? 36 

Paul Solis: We’ve got a little bit more, not too much longer. I can continue I think, if you 37 

don’t mind. 38 
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Jeff Brown: Yeah. 1 

Paul Solis: Jeff’s going to exit the room, but I’ll keep on.  2 

Paul Solis: So, I want to move on to a little bit different topic. And this involves the NIH. 3 

This involves, I think, maybe a meeting that you took part in a few years 4 

back at NIH and meeting with some officials there. So, I guess I’ll first ask 5 

though, background – have you been to the NIH campus before?  6 

Rep. Collins: Yes. 7 

Paul Solis: How many times have you been there? 8 

Rep. Collins: Just once. 9 

Paul Solis: Just once. Okay. And when was that time? 10 

Rep. Collins: I don’t remember.  11 

Paul Solis: Okay, but you recall going there? 12 

Rep. Collins: Yeah. 13 

Paul Solis: What do you recall about that? 14 

Rep. Collins: My guess early on in my congressional – so I came here in January 2013, it 15 

was probably in ’13 or ’14. I really don’t remember back…getting old. I don’t 16 

remember too much about it other than it was pretty amazing, some of the 17 

stuff they were doing.  18 

Paul Solis: On November 18th, 2013? 19 

Rep. Collins: That would make sense. 20 

Paul Solis: Does that ring a bell? 21 

Rep. Collins: No, but that would make sense.  22 

Paul Solis: And when you attended NIH, you went up there, were you there in an official 23 

capacity as a member of Congress, or as a member of your committee you 24 

were on at the time? 25 

Rep. Collins: No, I was on the science based technology committee. I was not on energy 26 

and commerce. I went there really as just a general point of interest. My 27 

company, ZeptoMetrix, had been dealing with the NIH forever. And here I 28 

was just like I’d go to the Smithsonian, really… had an opportunity to go see 29 

some of the good stuff they’re doing and I’m sure I asked my staff to see if we 30 

could just kind of … do a tour. I love to plan tours. 31 

Paul Solis: So you were there to just do a tour of NIH? 32 

Rep. Collins: Yeah. 33 

Paul Solis: No other reason besides that?  34 
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Rep. Collins: No. 1 

Paul Solis: And you said you attended like you would attend the Smithsonian or 2 

something, but I just want to make sure, I mean – that visit to the NIH, was 3 

that precipitated by a hearing or something that you –  4 

Rep. Collins: No, again I wasn’t on energy and commerce. I was on science based, 5 

technology, small business and agriculture. 6 

Paul Solis: Right. Back when you were on that committee – 7 

Rep. Collins: That’s when I went. 8 

Paul Solis: Right. Did your visit – was that precipitated by a hearing or something in 9 

your official capacity? 10 

Rep. Collins: No. 11 

Paul Solis: No. Okay.  12 

Rep. Collins: Just nosy fun.  13 

Paul Solis: So again, as best you can recall then, how did the meeting come to be? You 14 

said you might’ve had some staff set it up. What can you tell me about that? 15 

Rep. Collins: I would’ve had staff set it up. 16 

Paul Solis: Do you know – so the reason why you would’ve gone up there is just because 17 

you were interested? 18 

Rep. Collins: Oh yeah. Again, ZeptoMetrix and the NIH have a very long-standing 19 

relationship and they have level 3 biocontainment labs, so do we…I had – the 20 
company I had founded in February of 1999 and so… to actually be here and 21 

have a chance to go see the good stuff they were doing you know…too good 22 

to pass up and I was able to do it. It was if I recall it, it was just a very 23 

informative field trip.  24 

Paul Solis: Who did you meet with while you were up at NIH? 25 

Rep. Collins: I couldn’t recall a name if my life depended on it.  26 

Paul Solis: What staffers attended with you? From your congressional staff? 27 

Rep. Collins: I can’t … I don’t know that either because back in ’13…I can’t. I mean I’ve had 28 

so much staff turnover, probably Jeff Freeland who was probably then, my 29 

senior LA? I don’t think he was my LD at the time. I’m guessing there. I really 30 

don’t know.  31 

Paul Solis: Okay. 32 

Rep. Collins: It was probably just like two of us. I would not have brought an entourage 33 

there.  34 

Paul Solis: And why would Jeff go if it was just… 35 
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Rep. Collins: I don’t go anywhere alone. 1 

Paul Solis: They don’t trust me to go to Dunkin’ Donuts alone.  2 

Mark Braden: Sometimes you follow instruction [crosstalk inaudible]. 3 

Rep. Collins: My ability – no he did not say that. He did not body slam that reporter. He 4 

was provoked. 5 

Paul Solis: Well I have a document here I’ll have you look at. This is HR_0197. 6 

Rep. Collins: Oh, good. Jeff did go with me. Okay. You’ve helped my memory here. 7 

Paul Solis: Okay, that’s good. That’s good. So after taking a look at that, can you tell me 8 

anymore about your visit and do you recall meeting some of these 9 

individuals here? 10 

Rep. Collins: I mean, clearly, now that I see this, I –because of my role with Innate, also 11 

had clearly an interest in what they were doing. In basic research and so 12 

forth, so…I think this does something pretty well. I mean, again, it was a field 13 

trip. It was a discussion with Mr. Freeland. While I today, don’t recall this 14 

being the agenda, clearly this was the agenda. 15 

Paul Solis: And when you say field trip, I just want to make sure I get this because “field 16 

trip” sometimes in congressional parlance has a specific meaning and 17 

sometimes…yeah. Well sometimes committees will do field hearings –  18 

Rep. Collins:  Oh, field hearings. This wasn’t a field hearing.  19 

Paul Solis: Right, right. 20 

Rep. Collins: This was like a high school field trip. 21 

Paul Solis: So I mean, I guess want to know, did this trip have any relation then to your 22 

duties on the science and technology committee at the time? 23 

Rep. Collins: No.  24 

Paul Solis: It was – you were there purely as a private citizen? 25 

Rep. Collins: That’s correct.  26 

Paul Solis; I see NIH Employee 2; do you see that name up here? Investigator, 27 

neuroimmunological diseases unit?  28 

Rep. Collins: Yeah. 29 

Paul Solis: Do you recall any specific conversation you might’ve had with her?  30 

Rep. Collins: No. 31 

Paul Solis: Do you know if you asked her to meet with anybody from Innate?  32 

Rep. Collins: No, I don’t believe I would’ve. 33 
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Paul Solis: Do you recall handing anything to her? 1 

Rep. Collins: No. 2 

Paul Solis: The rest of the individuals here, Dr. Avi Nath, Dr. Pascal Sati, what about 3 

meetings with them? Does this help sort of refresh you on any discussions 4 

you would’ve had with them? 5 

Rep. Collins: Clearly I did, but no. 6 

Paul Solis: Okay. 7 

Rep. Collins: This is so far back in my past, I have to admit. 8 

Mark Braden: Is this from NIH?  9 

Paul Solis: Yeah. 10 

Mark Braden: We’ve never seen it before.  11 

Paul Solis: Right, I understand. I’m just wondering if this helps jog his memory a little 12 

bit. I can’t get into where we received –  13 

Rep. Collins: Well, no it does help jog my memory that after seeing this, I’m not surprised. 14 

It makes perfect sense that these would’ve been topics I would’ve wanted to 15 

discuss because they’re certainly important topics to me in my role at Innate. 16 

And just like you go to conferences or whatever, and clearly the biomarker is 17 

the thing to do. There is no biomarkers for secondary progressive MS. It’s 18 

the real…it’s the real bitch of everything to do with it. If I – since I know 19 

there aren’t any, I’m sure that’s what they confirmed there aren’t any. 20 

Paul Solis: Did you discuss Innate with any of the individuals on this list? 21 

Rep. Collins: Oh, I’m sure I did. Oh, yeah. I – based on this, I would’ve of course, mentioned 22 

Innate. 23 

Paul Solis: I want to move onto –  24 

Rep. Collins: But you know, I would also say whatever they gave me, would not have been 25 

considered anything other than good old fashion research going on. Nothing 26 

proprietary or confidential or … 27 

Paul Solis: And I asked the initial question about whether or not there was a hearing or 28 

something that might’ve precipitated this meeting and you know, I actually 29 

took a look at a hearing where there was a Dr. Landis from NIH, and you had 30 

given her some questions. And she invited you to come up to NIH during the 31 

hearing, and I’m wondering if – 32 

Rep. Collins: Oh, really? What hearing was that?  33 

Paul Solis: It was back in, I think it was in July…June or July of 2013. 34 

Rep. Collins: Oh. Well then that probably does explain this. But what … group was hearing 35 

on that? It must’ve been the science committee. 36 
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Paul Solis: Yeah, it was. It was the science committee. 1 

Rep. Collins: What were we talking about? Because normally this would be energy and 2 

commerce stuff. So what you’re telling me, makes sense. That if it I was in 3 

July of ’13 at a science committee hearing and someone from the NIH –  4 

Paul Solis: There was a Dr. Landis. Her name Story Landis.  5 

Rep. Collins: I’m so bad on names – 6 

Paul Solis: She was testifying…  7 

Rep. Collins: Tom…I’m just I’m so bad on names. I’m the same with you, Sam.  8 

Mark Braden: I’ll give you a break; it was four years ago.  9 

Paul Solis: No, I totally understand.  10 

Rep. Collins: If – I guess I was sort of kind of blanking out, that actually helps me 11 

understand where this came up and why I went there. 12 

Mark Braden: She invited you up apparently. 13 

Rep. Collins: Yeah.  14 

Mark Braden: Is that what it shows? I’m just curious. 15 

Rep. Collins: It would appear so. I would jump all over that.  16 

Paul Solis: This is another email here. Three pages – you’re on this email, but you’re not 17 

the author of it. This is TAM_0257-0259.  18 

Rep. Collins: So this is from Tom McMahon – okay, CUBRC, to Simon…Okay. Yeah, by the 19 

way, CUBRC is a research company that 98% of what they do is with the U.S. 20 

government. So, okay let’s see. Okay. 21 

Paul Solis: And totally understand that you’re not the author of this email, but in this 22 

email, it is a purported recounting of information you might’ve shared with 23 

Innate Investor 3. First of all, is Innate Investor 3 a business associate of 24 

yours or is he a friend of yours? 25 

Rep. Collins: I would not call him either of those. He’s an investor – CUBRC is an investor 26 

in Innate and Tom is the CEO, subsequently got permission from CUBRC to 27 

invest on his own.  28 

Paul Solis: So, CUBRC is an investor and then Innate Investor 3 is – 29 

Rep Collins: CEO of CUBRC. And he then personally invested as well. 30 

Paul Solis: This, you know he writes, “in my conversation with Chris last week ….” 31 

Mark Braden: Which one? 32 

Paul Solis: This is the first paragraph and he’s writing – 33 
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Mark Braden: Of which one? 1 

Paul Solis: Of the first page.  2 

Mark Braden: Okay so it’s the last paragraph. They go in the sequence of production of 3 

emails so I’m assuming the first ones are back here and this is the last one? 4 

Paul Solis: I’m referring to the Wednesday, September 24, 2014 at 10:29am.  5 

Mark Braden: Okay. 6 

Paul Solis: And in the first paragraph it mentions, “Conversations we had at Chris’s 7 

home back in January.”  8 

Rep. Collins: That would’ve been one of the many investor updates that Simon would give. 9 

I’d have folks to my home when he would update them on pretty much all 10 

the people on the list. He would come speak to them at the house. 11 

Paul Solis: So this conversation that Innate Investor 3 is referencing at your home, you 12 

know, referencing, “Chris is retelling of a briefing he attended.” Did that 13 

occur? Do you recall having this conversation with Innate Investor 3 and 14 

Simon about meeting with the NIH person? 15 

Rep. Collins: I don’t recall it no, but in reading this makes perfect sense. 16 

Paul Solis: And at the bottom you see this NIH Employee2? 17 

Rep. Collins: Mhmm. (Affirmative) 18 

Paul Solis: You know she was present on that last agenda I showed you as someone you 19 

may have met with there. These … does this provide any further – I’d asked 20 

you previously about your conversations with her – you know, what can you 21 

tell me about any conversations there, you said you couldn’t recall. Does 22 

now seeing this, does this help jog your memory as to any conversations you 23 

would’ve had with NIH Employee 2? 24 

Rep. Collins: It really doesn’t.  25 

Paul Solis: Okay. 26 

Rep. Collins: Sorry, but I mean reading this, everything in here makes a whole lot of sense.  27 

Paul Solis: Okay. 28 

Rep. Collins: Other than we never did do any team agreement.  29 

Paul Solis: On the third paragraph it says, “As I recall Chris’s telling of it, they had 30 

further brief discussions following the session.” And again I think this is you 31 

and NIH Employee 2, “which led to a visit by Chris to the NIH from which he 32 

thought, some element of NIH might consider funding development of 33 

MIS416.” 34 

Rep. Collins: Sure. 35 
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Paul Solis: Did that occur? Did you relay that to Innate Investor 3 that NIH might 1 

consider funding development to MIS – for MIS416?  2 

Rep. Collins: Clearly I said that I can’t tell you whether I would’ve gotten that from the 3 

NIH or whether I would’ve just known that as a basic thing in my own head. 4 

Paul Solis: Did you have further conversations with NIH Employee 2?  5 

Rep. Collins: No. 6 

Paul Solis: Do you know –  7 

Rep. Collins: Best to my knowledge that was just a one day meeting and whatever you 8 

told me I was with her for an hour or something. 9 

Paul Solis: Did NIH Employee 2 have any further discussions with any employee of 10 

Innate? 11 

Rep. Collins: Not that I know of.  12 

Paul Solis: Alright.  13 

Rep. Collins: And again, I think the other thing is, Tom was obviously pitching something 14 

to Simon, but that never did occur. 15 

Paul Solis: Okay. 16 

Rep. Collins: Because that’s what Tom does.  17 

Paul Solis: I have one – 18 

Rep. Collins: They don’t make any products.  19 

Paul Solis: I have one final email to show you about referencing this time at NIH. And 20 

then we’re off that subject. This is HR_0219. Again, I’m going to give you 21 

another caveat that you – I don’t believe you’re the author or recipient of 22 

these emails, but I want to ask your knowledge about something that might 23 

be discussed in these emails.  24 

Rep. Collins: Okay. 25 

Paul Solis: So, and I only want to focus on the top part there. NIH Employee 1 thanks – 26 

this is from Jeff Freeland to NIH Employee 1. It says, “Thanks so much for 27 

putting this altogether. It looks great. Just have one quick thing I wanted to 28 

tell you over the phone. Could you give me a call at the office when you have 29 

a moment?” Do you know what Mr. Freeland wanted to discuss with NIH 30 

Employee 1 over the phone? 31 

Rep. Collins: No idea.  32 

Paul Solis: Did he have any conversations with you saying, “I want to talk to NIH 33 

Employee 1 privately about something or not over email?” 34 

Rep. Collins: No, nothing that I can recall. 35 
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Paul Solis: Did you direct him to make a phone call to NIH Employee 1? 1 

Rep. Collins: No. But this would be consistent of Jeff putting the meeting together. That’s 2 

kind of what he did/would do. Typical thing of my staff.  3 

Paul Solis: The last little bit, I wanted to talk to you about, sort of very briefly is the 4 

Roswell Park stuff you mentioned earlier. So I’ll just get right into it and 5 

we’re definitely nearing the end of our interview.  6 

Rep. Collins: Sure. 7 

Paul Solis: Do you know anybody who works at Roswell Park? 8 

Rep. Collins: Oh, a lot of folks. 9 

Paul Solis: Okay, okay. That’s what I figured. It’s based in Buffalo, right? 10 

Rep. Collins: It’s across the street from my biotech company.  11 

Paul Solis: You mentioned –  12 

Rep. Collins: In fact we do joint ventures with them. I have office space there.  13 

Paul Solis: Okay. 14 

Rep. Collins: ZeptoMetrix actually has office space at Roswell Park.  15 

Paul Solis: Okay, so you’re pretty familiar with Roswell Park? 16 

Rep. Collins: Yeah. 17 

Paul Solis: Just briefly, can you give me a little bit of the background on Roswell Park’s 18 

connection to Innate and MIS416 or any other capacity, how that started and 19 

where that’s at now? 20 

Rep. Collins: I can honestly tell you I have no idea it started. Other than knowing factually 21 

that Dr. Kunle, who’s a world renown researcher in things like ovarian 22 

cancer, had a vaccine that he thought would help prevent people who had 23 

ovarian cancer had surgery, to keep it from coming back like cancers do. And 24 

I do know just factually that his studies basically failed. And I can’t tell you 25 

how he subsequently linked up because I never – I don’t know Dr. Kunle, but 26 

he –  27 

Paul Solis: Have you ever met him? 28 

Rep. Collins: I believe I met him once. 29 

Paul Solis: And where and when did that happen? 30 

Rep. Collins: I think I met him at Roswell? And I don’t 100% recall what, when, where and 31 

why, but he is a well-regarded guy and I would bet I met him, but I couldn’t 32 

put a face on it if my life depended on it. And if I was, it was maybe once or 33 

possibly even a social setting, but somehow he and Simon did hook up. Again, 34 

what our adjuvant does, which is help cancer vaccines become way, way, 35 
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way more important. And we have…could well be a 100 researchers around 1 

the world doing it and actually human trials with prostate cancer and breast 2 

cancer. That would be something Kunle would know about. So I never had 3 

any discussions on it at all, other than to certainly at some point I was aware 4 

from our board calls and from Simon that we were providing MIS416 to 5 

Roswell under traditional MTA, no money’s changing hands or anything, but 6 

just a confidentiality, material transfer agreement to see if it could help them 7 

take their stalled- call it failed – vaccine program and juice it up and it did. It 8 

worked incredibly well. 9 

Paul Solis: Are they currently in a trial right now? 10 

Rep. Collins: Yes, the human trial, to my knowledge started about a month ago. Few 11 

weeks ago to a month ago. 12 

Paul Solis: So they get this IND then in order to –  13 

Rep. Collins: They would’ve had to. You can’t get a trial without an IND.  14 

Paul Solis: Do you know who initiated the conversations between Innate and Roswell to 15 

sort of, as you said, hook up and link up to make it – 16 

Rep. Collins: No, I don’t. 17 

Paul Solis: Do you know if anyone from Innate has continuing contact with RPCI 18 

Physician 1? 19 

Rep. Collins: Oh, yeah for sure. Oh yeah. No, once he got MIS416, we had this – yeah that’s 20 

– we don’t just let the dog go wild on that.  21 

Paul Solis: And do you speak with RPCI Physician 1, personally? 22 

Rep. Collins: No.  23 

Paul Solis: Who would at Innate? 24 

Rep. Collins: Simon or Gill? I think or both. Primarily Gill as our chief scientist. She keeps 25 

her arms around all that stuff.  26 

Paul Solis: This is I think maybe the last email – this is from your production –  27 

Mark Braden: Good. It wasn’t a total waste.  28 

Paul Solis: 105 – This is – we marked it THCC_1058. Your bates number was OCE_1058. 29 

I’ll let you take a look at it and I really just wanted to ask one small question 30 

about it. Two small questions. 31 

Rep. Collins: Okay. 32 

Paul Solis: So you mentioned an agreement you have with Roswell Park that Innate has, 33 

is that something the board would approve? 34 

Rep. Collins: No. 35 
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Paul Solis: Who would approve that or sign onto that agreement? 1 

Rep. Collins: MTA’s would be Gill, probably. I don’t even think Simon would be involved 2 

because it’s just something we do. We protect our patent rights by doing an 3 

MTA, but again, this was – 4 

Paul Solis: But the board wouldn’t have to be apprised of it?  5 

Rep. Collins: No. 6 

Paul Solis: Do you know if the board was apprised in this circumstance of sending that 7 
compound to Roswell Park?  8 

Rep. Collins: I would say not.  9 

Paul Solis: So how did you come to know? You have a very good explanation with kind 10 

of the history here between Roswell Park. How did you come to know a lot 11 

of this information? 12 

Rep. Collins: I think probably between conversations with Simon and certainly as some of 13 

the shit was hit in the fan…I did not get Kunle’s name right, but I knew I 14 

spelled it wrong because I put the question mark there.  15 

Paul Solis: I mean you write that, “The board discussed this at length and decided the 16 

risk was nil so we’re –  17 

Rep. Collins: Oh, no, no yeah so that we did. And I think I mentioned that when it came 18 

time for them to actually go into human trials, it was a very robust 19 

discussion of whether we would allow that to happen because of the 20 

potential adverse effect, adverse event that might happen in their trial, using 21 

MIS416 that then would backwash onto our trial. So, it was a fairly robust 22 

conversation at the board level, whether we – because we could’ve pulled 23 

the rug on them. And then that’s when I think I said earlier, how we 24 

researched through the likelihood of that happening was slim and none and 25 

this was too important and as I say here, would’ve been unconscionable 26 

through all these years to tell them. Now that you got your IND, you got your 27 

pool to do the trial, your compound is your vaccine in with MIS416, now you 28 

pull out MIS416, and the entire program would fall apart.  29 

Paul Solis: The last part of this paragraph that you write, “But typically an adjuvant 30 

supplier would receive 5% of the revenue.” When would that happen and 31 

sort of what’s the circumstances of that –  32 

Rep. Collins: The going if there’s such a thing of a going rate, if you’re a participant in 33 

somebody’s drug like with an adjuvant, which is not the drug itself, but in 34 

this case kind of a boost to it, a 5% kind of royalty would be fairly standard 35 

in quote the industry. 36 

Paul Solis: Would that be part of the agreement you have with them? 37 

Rep. Collins: No it’s not. 38 
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Paul Solis: How would that get – 1 

Rep. Collins: Well the agreement right now is you can use MIS416 in your trial. There’s no 2 

agreement that allows them to use it in a product going to market. The 3 

material transfer agreement and the use of it at no charge and no 4 

compensation, would be limited to the trial. So if they ever did, you know 10 5 

years later or whatever, actually have a successful trial and then someone 6 

who was going to take this to market just like other things, you have to go 7 
cross the T’s and dot the I’s with the attorneys to make sure you’ve got 8 

legitimate access to use it, of which they would then have to come back to 9 

Innate and tell Innate, “we’ve had a good trial here. We want to use MIS416 10 

as the adjuvant. Let’s sit down and talk.” And if we did, my expectation 11 

would be, no guarantees, it might end up in something that looks like a 5% 12 

royalty. 13 

Paul Solis: You mentioned a 12 million dollar grant. Where did that come from? 14 

Rep. Collins: Yes. I think that came from the NIH. That’s a big deal for them. 15 

Paul Solis: Did you take part in any way in discussing with NIH that grant? 16 

Rep. Collins: No.  17 

Paul Solis: Did any of your staff members? 18 

Rep. Collins: No. We were pleasantly surprised. It was good for Buffalo. 19 

Paul Solis: Do you have any questions about Roswell Park, Jeff?  20 

 Well that is really it, except lastly I just have to ask, you know, it’s common 21 

with all our reviews. Besides your attorneys, have you discussed with 22 

anybody the fact that an OCE investigation exists or that we had contacted 23 

anybody as a witness? Have you talked to anyone besides your attorneys 24 

about our review? 25 

Rep. Collins: Yes.  26 

Paul Solis: Okay, who have you spoken with? 27 

Rep. Collins: Certainly my family, my business partners. I talked to a woman at the airport 28 

about it today. I have not –  29 

Mark Braden: You saw how closely he follows his attorney’s advice on what he should be 30 

talking about at the airport.  31 

Rep. Collins: I haven’t been…I’ve not exactly kept this close to my vest.  32 

Paul Solis: Anybody that’s received a request for information from us, has anybody 33 

reached out to you and said, “Hey I got this letter.” 34 

Rep. Collins: Oh, yeah a couple. Three people. Well 1 or 2.  35 

Paul Solis: Okay and who would that have been? 36 
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Rep. Collins: One of them was Chris Graham, my partner at Volland. Another was Glenn 1 

Arthurs, my long time stock broker at UBS. He’s another one – so Glenn, 2 

Chris Graham – who else might’ve…oh, Bill Grove, William Grove – he was 3 

best man at my wedding. Those three in particular called to tell me – they 4 

were contacted by the OCE and asked me what they should do. 5 

Paul Solis: And what did you say? 6 

Rep. Collins: I said I can’t tell you what to do. I will admit I told them to go to Wikipedia 7 

and to Wikipedia the authority and the leverage the OCE has and I would’ve 8 

stated definitively that the OCE does not have subpoena power and beyond 9 

that, make your own decision. Get your own counsel; I can’t tell you what to 10 

do because I can’t tell you what to do, but make your own decision.  11 

Paul Solis: Okay.  12 

Rep. Collins: Don’t take that the wrong way, but that was pretty much how I worded it. 13 

Paul Solis: That’s good, that’s good. I asked a question and that’s a straightforward 14 

answer. What about Guy Agostinelli?  15 

Rep. Collins: It’s my attorney.  16 

Paul Solis: Not your attorney in this matter? 17 

Rep. Collins: No, no. Mark is in this matter. He’s my attorney on all my business dealings 18 

and represents my businesses including, he did tell me that Joe McMahon, 19 

who is an investor, who’s my partner at Autobot Machinery, and Chris 20 

Graham who’s my partner at Volland Electric, he represents both those 21 

companies and I do know that both Joe and Chris called Guy Agostinelli and I 22 

guess asked him for advice, relative to the OCE. And I can see here for sure, 23 

Chris Graham produced documents. I don’t know if Joe McMahon did or not. 24 

Paul Solis: Did you call Mr. Agostinelli or did you have a conversation with him about 25 

Mr. Graham being contacted by us?  26 

Mark Braden: I’ll object. You’re asking any questions about his counsel. Or conversations 27 

he’s had with counsel. I’m just saying he’s not going to answer any questions 28 

regarding any phone call he had with somebody who represents – 29 

Paul Solis: Yeah, well certainly not all information you discussed with your attorneys, is 30 

privileged in any way, certainly that’s not the case. Moreover, - 31 

Rep. Collins: Well I’ll cut to the chase. I never talked to Guy Agostinelli. 32 

Paul Solis: Okay. 33 

Rep. Collins: I mean that’s the easiest thing, never talk to – 34 

Mark Braden: That’s a good solution [crosstalk inaudible]. 35 

Paul Solis: I have an email here I’d like to show you. This is CG_0175-0176.  36 
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Mark Braden: Again we have another email where he’s neither the author nor the recipient 1 

of, but you’re going to ask him about?  2 

Paul Solis: Yes, where the Congressman was discussed, possibly communicating with 3 

the author of the email so yes, I am going to ask him a question about that.  4 

Rep. Collins: Which order does this go in? 5 

Paul Solis: I’m only going to ask about the top email on March 23, 2017 at 3:07PM. 6 

Mark Braden: That’s the last one on the chain?  7 

Rep. Collins: So Guy to Chris Graham. “Chris, I was anticipating around CCC advised you 8 

got this letter … [inaudible].” Okay, sure. 9 

Paul Solis: Although your name isn’t spelled out here, the email does say CCC advised 10 

you got this letter. 11 

Rep. Collins: That would be me.  12 

Paul Solis: I had previously asked you before if you had any conversations with Mr. 13 

Agostinelli. Here he writes, “CCC advised you got this letter.” Again, did you 14 

have any conversations with Mr. Agostinelli about Chris Graham receiving 15 

an RFI from our office? 16 

Rep. Collins: I don’t believe I did. I may have sent him an email . . . as far as talking to him, 17 

no.  18 

Paul Solis: Okay, so did you send Mr. Agostinelli an email about it. 19 

Rep. Collins: May have. 20 

Paul Solis: Okay.  21 

Rep. Collins: I don’t know. I don’t keep my inbox. 22 

Paul Solis: Do you know what may have been in that email? 23 

Rep. Collins: Again, Chris Graham did call me. And I would’ve said exactly what I said to 24 

you which I would’ve told Chris Graham. And Chris Graham would’ve said to 25 

me, “I’ve been in touch with Guy Agostinelli,” and I would’ve said, “Well, 26 

that’s great,” and something along those lines.  27 

Paul Solis: Okay. I think that’s all we have for you Congressman, so thank you very 28 

much. 29 

Rep. Collins: Alright. 30 

Paul Solis: You’ve been very cooperative and we’ll conclude the interview, thank you. 31 

Rep. Collins: Tried to be as much as I could. 32 

Paul Solis: Thank you.  33 

17-3509_000061



 

 

 

 

 

 

 

 

 

 

Exhibit 2 

17-3509_000062



Transcript of Interview of RPCI Physician 1 
May 17, 2017 

Page 1 of 12 
 

Paul Solis: This is Paul Solis with the Office of Congressional Ethics. It's May 17, 2017. 1 

I'm joined by Omar Ashmawy from the OCE, Michael Sexton, Terry Connors, 2 

for an interview of Dr. RPCI Physician 1. I have provided RPCI Physician 1 3 

with a copy of 18 U.S.C. 1001. He has signed an acknowledgement form 4 

signifying that I have provided him a copy of the statute and we can begin 5 

the interview. 6 

So RPCI Physician 1, I'll get right to it. I'd like you to walk me through in your 7 
experience your involvement or interactions with the company called Innate 8 

Immunotherapeutics. 9 

RPCI Physician 1: So the interaction with Innate Immunotherapeutics started right about 2010 10 

or thereabout when I became aware that they had a compound called 11 

MIS416. MIS416 is a compound derived from bacterial cell wall and has the 12 

potential to be a good adjuvant for cancer vaccines. 13 

Terry Connors:  Adjuvant? 14 

RPCI Physician 1: Adjuvant means- 15 

Paul Solis:  Adjuvant. 16 

RPCI Physician 1: -a help. Adjuvant essentially is a compound that helps wake up the immune 17 

system so that it can react to a foreign pathogen. So because of the potential 18 

promise of MIS416, we started a collaborative agreement with Innate 19 

Immunotherapeutics to test. I wanted to test whether it in fact has potential 20 
promise to be translated to the clinical trials. So we embarked on a number 21 

of pre-clinical studies that demonstrate that it has potential to be of clinical 22 

benefit in patients.  23 

Pre-clinical testing was primarily in ovarian cancer so that was the 24 

involvement and coincidentally even before engaging with Innate 25 

Immunotherapeutics, we had a grant that allowed us to test a concept. Okay 26 

so the primary scientific concept is whether the use of a drug called 27 

Rapamycin will enable generation of what we call memory immune cells, 28 

memory T cells because you want immune reaction when you vaccinate to 29 

be long lasting and durable so that when a patient gets with an infection or 30 

cancer again, the immune system can protect. 31 

That was a proposal in the grant. So we studied a clinical trial with NIH 32 

funding to test that hypothesis using a vaccine obtained from a company 33 

called Sanofi Pasteur.  34 

Paul Solis:  Could you spell that out for me?  35 

RPCI Physician 1: Sanofi is S-A-N-O-F-I. Pasteur P-A-S-T-E-U-R. Okay? So our proposal was for 36 

custom using a vaccine manufactured by Sanofi Pasteur to test our 37 

hypothesis. Remember what I said about generation of memory T cells. 38 

About three years into the clinical trial funded by a NIH grant, Sanofi Pasteur 39 

made a business decision to discontinue production of their vaccine.  40 
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When that business decision was made, our clinical program, clinical trial, 1 

became paralyzed and we started looking for alternatives. By this point, we 2 

had generated sufficient data to convince us that MIS416 could be a good 3 

alternative for taking forward to the clinic as part of our vaccine. 4 

Let me make sure that you are clear that the same way that I was interacting 5 

with Innate Immunotherapeutics, I was interacting with other entities. So 6 

the vaccine that we then proposed to the NIH, so we said to the NIH that we 7 
are no longer able to use Sanofi Pasteur. We need to switch to something 8 

else and I'm coming up with ... I proposed that we use MIS416 as the 9 

adjuvant and to use a protein. The adjuvant alone is not sufficient. MIS416 10 

alone is not a vaccine. You need to mix it with something else.  11 

I had another entity that we were dealing with called the Ludwig Institute 12 

for Cancer Research to supply us with a clinical grade, the actual vaccine 13 

target which is a protein called NYES01. The vaccine actually is a 14 

composition of MIS416, plus NYES01 and that's what we proposed. 15 

We put this together in our new clinical protocol that we, since we can no 16 

longer use Sanofi Pasteur, we switched to MIS416 plus NYES01 protein for 17 

the vaccine approach that we proposed. But let me point out to you that you 18 

know that to actually run the clinical trial, you need to get Institution Review 19 

Board approval. You also need to get FDA IND approval. We got Institution 20 
Review Board; the protocol was under one scientific review as well as 21 

ethical review.  22 

The next step of getting the FDA approval, we still have not got it yet. The 23 

clinical trial has actually not started. We have not treated any patient with 24 

MIS416. To get FDA approval I need two things. One is a letter of cross filing 25 

from the Ludwig Institute which we have, a letter of cross filing from Innate 26 

Immunotherapeutics which we don't have yet because Innate has not yet 27 

obtained IND approval in the United States. We are waiting for that. Once we 28 

have that then we can go ahead with the clinical trial.  29 

Paul Solis: Okay, well thank you for that clear explanation. That was very helpful. I'd 30 

like to ask a little bit more about when you became aware that Innate 31 

existed. You mentioned around 2010 you became aware of Innate, so how 32 

did you become aware? 33 

RPCI Physician 1: That was through one of our colleagues. Actually he ... can I confer with my 34 

counsel? 35 

Paul Solis:  Sure. Well I can pause the recording if you'd like to step outside. 36 

RPCI Physician 1: Okay, sure. 37 

Terry Connors:  I think I know what you want to know, but come on Doctor. 38 

Paul Solis:  Okay, we're back on the record.  39 
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RPCI Physician 1: Okay, so the person that brought this to my attention was Dr. David Hohn. Dr. 1 

Hohn talked to me and said he's aware of this compound that is supposed to 2 

stimulate the immune system. Did I want to take a look at it? Essentially I 3 

discussed this with him and he sent me, I can't remember, I think he sent 4 

some documents to support it. It looked very interesting because MIS416 is 5 

derived from bacterial cell wall. Remember, as I said the whole concept is an 6 

adjuvant, something that would help the immune system [inaudible], so very 7 

interesting. I was immediately interested and I wanted to explore it further. 8 

Paul Solis:  Did Dr. Hohn tell you how he became aware of Innate? 9 

RPCI Physician 1: No Dr. Hohn did not.  10 

Paul Solis:  He did not say how he became aware of Innate? 11 

RPCI Physician 1: No. 12 

Paul Solis: Then what happened next? Did you communicate with Innate, 13 

representatives of Innate, or what happened next in the process? 14 

RPCI Physician 1: I don't remember the exact sequence of events, but what I do remember is 15 

that we then had, so somebody from Innate was coming into town. I think 16 

that was the- 17 

Paul Solis:  To Buffalo? 18 

RPCI Physician 1: To Buffalo, the chief executive I think was coming to town. I can't remember 19 

whether he came alone or with somebody else. So Dr. Hohn invited me to a 20 

meeting at a place called CUBRC. C-U-B-R-I-C, I think that is the spelling. We 21 

just, and the reason I remember this very clearly it's across the way from the 22 

airport. It's just across from the airport. I went to that meeting and I heard a 23 

little bit more about MIS416 and my interest remained even after that 24 

meeting. 25 

Paul Solis:  Who was present at that meeting? 26 

RPCI Physician 1: The people that I remember, Dr. Hohn, people from CUBRC, and 27 

Congressman Collins 28 

Paul Solis: As you mentioned, some Innate employees as well. Does Simon Wilkinson, 29 

does that name ... 30 

RPCI Physician 1: Yes. 31 

Paul Solis:  Okay, He was at that meeting? 32 

RPCI Physician 1: I think so, I think he was at that meeting. 33 

Paul Solis:  Okay, Did Congressman Collins say anything at the meeting? 34 

RPCI Physician 1: I don't remember. 35 

Paul Solis:  Okay. 36 
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Omar Ashmawy: Do you recall approximately what year this meeting would have been? 1 

RPCI Physician 1: This must be 2010. That was, I think 2010 and there was my only interaction 2 

with Congressman Collins. I have not had any communication with him since 3 

then. 4 

Terry Connors:  He wasn't a congressman then. 5 

RPCI Physician 1: Right, he was not even a congressman at the time.  6 

Paul Solis: So, since that time, back in 2010 until this point and you just described 7 
where you’re at in the trial process; what kind of communication do you 8 

have with Innate Employees? 9 

RPCI Physician 1: I've had very good communication. So, there is a Chief Science Officer, her 10 

name is Gill Webster. She actually has visited Buffalo a few times to check 11 

progress, we collaborate and in fact she, for a long time, she remained the 12 

main contact person that we talked to when we needed more MIS416. She 13 

arranged for shipment, we discussed results. We've had a few phone calls 14 

with her and I also still have some communication, less so, with Simon 15 

Wilkerson. But much more with Gill Webster who is the science officer. 16 

Paul Solis: What about other people at Roswell Park? Do you know if anyone else is in 17 

communication with Innate?  18 

RPCI Physician 1: Well, the only ... I shared MIS416 with other scientists. So there's one other 19 

scientist we've very collaboratively. So, I don't know that he communicates 20 

directly with them: Dr. Siegel. He is also testing MIS416. Working 21 

collaboratively with us.  22 

Paul Solis: What about anyone in the administration at Roswell Park? The Board of 23 

Directors or Executives at the institute, anybody in leadership, do you know 24 

If they have any interactions with Innate?  25 

RPCI Physician 1: Not to my knowledge.  26 

Paul Solis: Okay, All right. You did touch upon this a moment ago ... as Congressman 27 

Collins ... since you saw him that time back in around 2010 at that meeting, 28 

has he emailed you, or called you or made any communications with you? 29 

RPCI Physician 1: No. 30 

Paul Solis: Okay, If your ever on an email with Dr. or Ms. Webster or anybody in Innate, 31 

is he ever cc'd on an email, if you recall? 32 

RPCI Physician 1: I don't recall. I don't recall any suggestion like that.  33 

Paul Solis: How often are you in contact with Ms. Webster or somebody affiliated with 34 

Innate? 35 

RPCI Physician 1: It fluctuates. I mean it depends on what it is ... for example, the 36 

communication with her for the past year has been very few. But there was a 37 

time when it was very intense. We were having a lot of results that we 38 
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needed to discuss. So, I couldn't tell you if it was a particular frequency, so it 1 

just depends on what's going on.  2 

Paul Solis: You mentioned something too, about ... you used a phrase: "collaboration 3 

agreement", what does that entail? What does that mean?  4 

RPCI Physician 1: So, the typical way we work, as you know in any academic institution you 5 

can have concepts, but ultimately we cannot manufacture every product that 6 

we want to test. So, when we are collaborating, when we're working with a 7 

company, then we have MTA or a collaborative agreement in place. MTA if 8 

we are transferring materials, collaborative agreement if we are then going 9 

on to do some testing such as the ones I described where I wanted to test 10 

MIS416 in pre-clinical models in the lab.  11 

Paul Solis: Does that, do those agreements ... Well, first of all, are you yourself a party to 12 

that agreement or is it with the institute as a whole?  13 

RPCI Physician 1: It's with the institute. I'm a party to it ... so, the Investigator would be the PI 14 

that would describe the scope; what exactly is going to be done with that 15 

agreement.  16 

Paul Solis:  Okay.  17 

RPCI Physician 1: And then it goes through the office of the legal counsel to review it before 18 

anyone signs off.  19 

Paul Solis: Is there any mention in these agreements about should the trial be 20 

successful, a financial stake by a company or a party that provides some of 21 

the science behind it or provides a compound, in this case? Is there anything 22 

in the agreement about that? 23 

RPCI Physician 1: Not to my knowledge, I can't recall the details of the argument right now, but 24 

in general, we don't agree to those kinds of ... it's usually not part of the way 25 

the agreements are written.  26 

Paul Solis:  Okay. 27 

Omar Ashmawy: In an agreement such as the one you describe, I imagine both parties derive 28 

some benefit from the relationship; what, in your opinion, is the benefit to 29 

immunotherapies to enter into an agreement with Roswell?  30 

RPCI Physician 1: The main benefit for us is that it advances or mission. Our mission to 31 

prevent, understand and kill cancer. So we have a scientific concept that we 32 

think holds promise. And we want to test it in people. So, the main benefit 33 

for us is to advance our mission.  34 

Omar Ashmawy: And how about for them?  35 

RPCI Physician 1: For them, obviously, if our efforts translate into success I'm sure that we 36 

would like to build upon that success in terms of larger clinical trials. The 37 

clinical trials that I can do is usually phase one. If that shows that the 38 
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compound is safe for them, it allows them to build on their product. But, 1 

that's me speculating. I cannot speak for that.  2 

Paul Solis: Is Innate providing the compound to Roswell Park free of charge? What is, is 3 

there any discussion about that? 4 

RPCI Physician 1: So, the compound is provided free of charge; however, one of the ... as part of 5 

the agreement sometimes they provide, companies provide, some kind of 6 

support to conduct the pre-clinical experiments. So, because they are so very 7 

expensive experiments. In this case, Innate did provide some funding to 8 

support part of the pre-clinical research. But, when it comes to the clinical 9 

trial, Innate will provide the compound completely free of charge.  10 

Paul Solis: Okay. Was that part of the discussions you had with Innate to come to that 11 

understanding that the compound would be given free of charge, or is that a 12 

common practice?  13 

RPCI Physician 1: That is a common practice. We have other ... I just talked to you about the 14 

Ludwig Institute, it's exactly the same practice. They provide the NY-ESO-1 15 

Protein free of charge as part of a collaborative research agreement. It's a 16 

standard practice.  17 

Paul Solis: When did you sign that collaboration agreement? When did that come to 18 

fruition? 19 

RPCI Physician 1: The agreement for the pre-clinical studies was signed probably 2010 or 20 
2011. The clinical trial has not even taken off, so we will have to do another 21 

document, a clinical trial agreement with who will provide the drug free of 22 

charge.  23 

Paul Solis: Did you or somebody else in Roswell reach out to Innate in 2016 and ask to 24 

use the compound and they denied you that ability. Do you recall anything 25 

like that happening? 26 

RPCI Physician 1: Not at all, if anything ... no, not at all.  27 

Paul Solis: So, you recall any effort made by anyone at Roswell to ask for the compound 28 

at a specific time and Innate, a board member or Innate said: not at this time.  29 

RPCI Physician 1: The only reason that we have not started the trial is that we don't have the 30 

IND documents. That's my knowledge. It's not because Innate is saying we're 31 

not going to give you the compound. 32 

Paul Solis:  Roswell has the compound right now? 33 

RPCI Physician 1: Correct. 34 

Paul Solis:  You just are waiting some of the elements that you need in order to-- 35 

RPCI Physician 1: Right. 36 

Omar Ashmawy: What is the IND? Is that an acronym for something? 37 
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RPCI Physician 1: I'm sorry I didn't explain that. Investigational New Drug. Each time you put 1 

in something new, either completely new, or a new combination into people, 2 

you get what is called IND, Investigational New Drug approval from the FDA. 3 

Omar Ashmawy: And that's still pending for-- 4 

RPCI Physician 1: Still pending for the MIS416. We have it for the Ludwig protein. And the 5 

vaccine will be mixing both together to inject into people. 6 

Omar Ashmawy: For the compound coming from immunotherapies, do you know what the 7 

delay is with the FDA? 8 

RPCI Physician 1: Typically the FDA has questions, they may ask you to do some more testing, 9 

and essentially FDA is all about safety. So I understand the FDA has some 10 

questions, of course I did not read the FDA document and they are trying to 11 

respond to the FDA comments and go back and submit for the IND. 12 

Paul Solis: Has anybody at Innate discussed with you their efforts or their discussions 13 

with FDA or the process that they're going through right now? 14 

RPCI Physician 1: I had a discussion probably about a month, 2 months ago with Mr. Wilkinson 15 

about this because obviously there are patients waiting for this trial. I 16 

wanted to get a sense of the timeline and what is the hold up and he 17 

basically indicated that we need to get the IND approval before we can do 18 

anything. 19 

Paul Solis: And is it your understanding they're currently engaged in that process to get 20 

an IND approval? 21 

RPCI Physician 1: That is my understanding. Correct.  22 

Paul Solis: So again this is just based on your knowledge on how this works. The 23 

compound is being tested by FDA or right there are just basic questions 24 

about the nature of the compound? 25 

RPCI Physician 1: I don't know those details, but I've worked enough with the FDA to know 26 

that FDA can have questions. FDA will ask you to go back and maybe test for 27 

purity, or test to make sure it's not contaminated. There are all kinds of 28 

things the FDA can ask for so I suspect that once it is completed, they will go 29 

back to the FDA. 30 

Paul Solis: Would a company sometimes submit a compound to the FDA for testing at 31 

the FDA? 32 

RPCI Physician 1: No usually not. It's all that company's responsibility. 33 

Paul Solis: And they're just asking for data that the company has to help inform the 34 

decision about safety? 35 

RPCI Physician 1: Correct.  36 
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Paul Solis: Has Roswell received any grants? I know you discussed one earlier before 1 

your involvement with Innate you said there was a grant with this, excuse 2 

me-- 3 

RPCI Physician 1: With rapamycin. The use of Rapamycin to generate memory cells.  4 

Paul Solis: Okay. Since you've been involved with Innate, has there been any NIH 5 

funding or any grants from the federal government, the U.S. federal 6 

government based on the work with MIS416? 7 

RPCI Physician 1: No. 8 

Paul Solis: So this is, as I want to show you, this is just taken off the clinicaltrials.gov 9 

website. Here's a copy for you, sorry. Again, this is a publicly available 10 

document that we took a look at. Just so you can help me, walk through this 11 

a little bit and match up with some of your statements about this and take a 12 

look at it. First off, I guess I should ask what does this represent to you? 13 

RPCI Physician 1: Yes. So this is the clinical trial that I explained that we proposed in the grant 14 

to test the concept of the use of rapamycin. Rapamycin is also called 15 

sirolimus. But the use of rapamycin can generate a specific type of immune 16 

response that is desirable in fighting cancer. So the question is, to test that 17 

you need a vaccine, you need rapamycin in patients with ovarian cancer. So 18 

the vaccine here is what I described to you which is the NYES01 protein 19 

along with MIS416. So the cancer cells express this protein NYES01, and so 20 

we use the protein and mix with MIS416 to generate immune attack against 21 

the cancer cells. So essentially this protocol is the concept, but if you imagine 22 

that prior to this we had as a vaccine, the vaccine from Sanofi Pasteur that 23 

was also an NYES01 vaccine but a different adjuvant in that Sanofi Pasteur 24 

put in a virus. Just like in MIS416 which is a bacteria cell wall product, so this 25 

was a virus plus NYES01. 26 

Paul Solis: A look in the second page there. Well first off I should say, I see Phase One. 27 

Are you in Phase One right now of this trial? 28 

RPCI Physician 1: This trial has not started.  29 

Paul Solis: I figured that was your answer, I just wanted to confirm it with that part of 30 

the description. And if you go on page 2 about midway down, it talks about 31 

anticipated study start date, May 15th, 2017 with study completion date of 32 

August 2018. 33 

RPCI Physician 1: It's not going to happen because the trial has not started.  34 

Paul Solis:  So these are just proposed dates? 35 

RPCI Physician 1: Proposed dates.  36 

Paul Solis: And are you updating the clinicaltrials.gov? Do you know who that's run by 37 

or administered by? 38 
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